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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to cximnaunication(s) filed on 25 October 2004 . 
2a)\3 This action is FINAL. 2b)S This action is non-final. 

3) n Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under £x parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 13,15-17 and 19-28 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 13. 15-17 and 19-28 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 13 The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)\3 accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) n The oath or declaration is objected to by the Examiner. Note the attached Office Action orfonm PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (0. 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (POT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED OFFICE ACTION 

The request filed on 25 October 2004 for a Continued Examination (RCE) under 37 CFR 
1.114 based on parent Application No. 09/488,728 is acceptable, and a RCE has been 
established. An action on the RCE follows. 

Applicant's amendment filed on 25 October 2004 is acknowledged and entered. 
Following the amendment, claims 14 and 18 are canceled, claims 13 and 17 are amended, and 
new claims 19-28 are added. 

Note: appUcants indicate that claims 15 and 16 are "withdrawn", which is improper as 
applicant may cancel, but may not withdraw claims. Applicants are required, in response to the 
present Office Action, to clarify whether they intended to cancel the claims. 

Currently, claims 13, 15-17 and 19-28 are pending and under consideration. 

Withdrawal of Objections and Rejections: 

All objections and rejections of claims 14 and 18 are moot as the appHcant has canceled 
or "withdrawn" the claims. 

The enablement rejection of claims 13 and 17 under 35 U.S.C. 112, first paragraph is 
withdrawn in view of applicant's argument. 

Formal Matters: 

The specification is objected to for the following informahties, appropriate correction is 
required for each item: 

On page 4, lines 9-10 of the third paragraph (amended), it recites that "soluble IL-17R 
comprises the signal peptide and the extracellular domain (residues 1-320 of SEQ ID NO: 3)", 
however, SEQ ID NO: 3 is a nucleic acid sequence, not a amino acid sequence. 

Double Patenting Rejections: 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in pubhc poUcy (a policy reflected in the statute) so as to prevent the unjustified or 
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improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In reLongU 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Omum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must'fuUy comply with 37 
CFR 3.73(b). 

Claims 13, 17 and 19-28 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1, 3 , 5, 7, 1 1 and 17 of 
U.S. Patent No. 6,680,057 in view of Yu et al., U.S. Patent No. 6,406,867. Although the 
conflicting claims are not identical, they are not patentably distinct fi*om each other for the 
following reasons. 

Claims 1, 3, 5, 7, 1 1 and 17 of patent '057 are directed to a method for treating 
autoimmune disease with a soluble IL-17R protein comprising amino acids 1-320 of SEQ ID 
NO: 10, an analog thereof with 80% sequence identity thereto, a fragment thereof, or a fusion 
protein thereof with a Fc or oligomerizing zipper domain, wherein the soluble IL-17R, analog, 
fragment or the fusion protein thereof binds IL-17. SEQ ID NO: 10 of the patent represents the 
human IL-17R, and is 100% identical to SEQ ID NO: 4 of the present application, and amino 
acids 1-320 of SEQ ID NO: 10 represents the extracellular domain of the IL-17R. The method 
steps used in the method of the U.S. patent are the same to those in claims 13,17 and 19-28 of 
the present invention, which is directed to a method of treating ulcerative colitis or Crohn's 
disease with a soluble IL-17R. Although the soluble IL-17R used in the claimed methods of 
'057 patent (a fragment comprising 7-320 of SEQ ID NO: 10) is not identical to that in the 
present claims (a fragment comprising 28-320 of SEQ ID N0:4), they are not patentably 
distinct products because the fragment of 1-320 of SEQ ID NO: 10 encompasses the fragment of 
28-320 of SEQ ID N0:4. Further, '057 patent teaches clearly that the protein of SEQ ID NO: 10 
has an N-terminal signal peptide with a cleavage site between amino acid 27 and 28, and that 
soluble IL-17R comprises the signal peptide and the extracellular domain (residues 1-320 of 
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SEQ ID NO: 10) or a fragment thereof (column 3, lines 16-20 and 28-30). Further, the same has 
been indicated in the present specification as that the protein of SEQ ID N0:4 has an N-terminal 
signal peptide with a cleavage site between amino acid 27 and 28, and that soluble IL-17R 
comprises the signal peptide and the extracellular domain (residues 1-320 of SEQ ID N0:4 ?) or 
a fragment thereof (page 4, the third paragraph). Furthermore, it is well established in the art 
that the signal peptide of a protein is cleaved in a natural setting, and it does not have a role in 
ligand binding. Therefore, clearly, the fragment comprising amino acids 1-320 of SEQ ID 
NO: 10 of '057 patent, and the fragment comprising amino acids 28-320 of SEQ ID N0:4 of the 
present appHcation would be considered equally exchangeable with respect to their IL-17 
binding activity, and either one could be used as the effective ingredient in the method of patent 
'057 and the method of present invention. 

The patent does not specifically define the term "autoimmune disease" as including 
ulcerative colitis and Crohn's disease, as that in the present claims. 

However, it is known in the art that ulcerative cohtis and Crohn's disease are 
autoimmune diseases, as evidenced by Yu et al. Yu teaches that autoimmune diseases may be 
diviced into two general types, namely systemic and organ specific autoimmune diseases, and 
that autoimmune diseases include autoimmune inflammatory bowel disease (including, e.g., 
ulcerative colifis and Crohn's disease), ... (column 108, lines 17-19, and 31-32). As such, 
ulcerative colitis and Crohn's disease recited in the present claims would be clearly embraced in 
"autoimmune disease" recited in claim 1 of '057. Therefore, the conflicting claims are not 
patentably distinct from each other. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 13, 17 and 19-28 are rejected under 35 U.S.C. 103(a) as being obvious over Yao 
et al., U.S. Patent No. 6,680,057 in view of Yu et al., U.S. Patent No. 6,406,867, for the same 
reasons addressed above. 

The applied reference U.S. Patent No. 6,680,057 has a common assignee with the instant 
appUcation. Based upon the earher effective U.S. filing date of the reference, it constitutes prior 
art only under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) might be overcome by: 
(1) a showing under 37 CFR 1 . 132 that any invention disclosed but not claimed in the reference 
was derived from the inventor of this application and is thus not an invention "by another"; (2) a 
showing of a date of invention for the claimed subject matter of the appUcation which 
corresponds to subject matter disclosed but not claimed in the reference, prior to the effective 
U.S. filing date of the reference under 37 CFR 1.131; or (3) an oath or declaration under 37 CFR 
1. 130 stating that the application and reference are currently owned by the same party and that 
the inventor named in the apphcation is the prior inventor under 35 U.S.C. 104, together with a 
terminal disclaimer in accordance with 37 CFR 1.321(c). For apphcations filed on or after 
November 29, 1999, this rejection might also be overcome by showing that the subject matter of 
the reference and the claimed invention were, at the time the invention was made, owned by the 
same person or subject to an obUgation of assignment to the same person. See MPEP § 
706.02(0(1) and § 706.02(1)(2). 

Objections and Rejections under 35 US.G 112: 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 15 and 16 remain rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable one skilled 
in the art to which it pertains, or with which it is most nearly connected, to use the invention, for 
the reasons of record set forth in the previous Office Actions mailed on 31 July 2001, and 17 
May 2002. 

No argument made in applicants response toward this rejection. 
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Advisory Information: 

Any inquiry concerning this communication should be directed to Dong Jiang whose 
telephone number is 571-272-0872. The examiner can normally be reached on Monday - Friday 
from 9:30 AM to 7:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony Caputa, can be reached on 571-272-0829. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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